
Changes to laboratory based HIV 

diagnosis and GP liaison 

experiences

David Speers

Sir Charles Gairdner Hospital

PathWest Laboratory Medicine

University of WA



New HIV diagnoses

• WA New HIV Diagnosers (GP Mentoring) Project 

– commenced July 2009, coordinated by ASHM for WA Health

• As part of WA HIV Model of Care 2010 in line with the national 

HIV/AIDS Strategy 2005

• Also conducted in NSW

– Modified 2011-2012

– Transferred to Communicable Diseases Branch WA Health 2013

– Linked to WA STI Mx Guidelines (‘Silver Book’) 2018

YEAR Accepted Declined Acceptance (%)

2009 11 9 55

2010 12 18 40

2011 5 14 26



GP Time of Dx Mentoring Project

WA Health



Current Australian (PHLN) laboratory diagnosis

Definitive Criteria for Confirmed case in Children aged >18 months and 

Adults:
Repeatedly reactive results on screening assay

AND
Positive results on western blot assay or line probe immunoassay 

OR

Positive p24 antigen assay, including neutralisation on two separate specimens

OR

HIV isolation

• Consequence for early HIV infection:
– line probe immunoassay not available in Australia

– two positive p24 Ag results rarely achieved and HIV isolation not performed 

– most work-up of a new HIV diagnosis (viral load, CD4 count, opportunistic infection 

screening) is often completed before the Western Blot has seroconverted to positive
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– most work-up of a new HIV diagnosis (viral load, CD4 count, opportunistic infection 

screening) is often completed before the Western Blot has seroconverted to positive

2013 NPAAC requirements for laboratory testing for HIV and 

HCV currently require Western Blot confirmation of HIV infection 



Public health response impact 

at the acute HIV stage



Acute HIV markers

https://www.hiv.uw.edu/go/screening-diagnosis/diagnostic-testing/core-concept/all.



Western Blot

https://www.hiv.uw.edu/go/screening-diagnosis/diagnostic-testing/core-concept/all.
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CDC use Ab Differentiation Tests for 

supplemental testing for HIV-1/2
- immunochromatographic tests

Multispot HIV-1/HIV-2 Geenius HIV 1/2 Assay

https://www.hiv.uw.edu/go/screening-diagnosis/diagnostic-testing/core-concept/all.



CDC and APHL HIV testing algorithm 2018



Public Health England HIV testing algorithm

HIV NAAT may be used as an 

alternative to confirmatory 

immunoassays



Impact of PEP on anti-HIV antibody production

• Failure of screening assay antibody production

Killian et al. AIDS res Hum Retro 2006;22:640-647.
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Impact of PEP on anti-HIV western 

blot antibody production

Kassutto et al. CID 2005;40:868-73.



Time course of HIV RNA and antibody 

levels upon ART cessation

Jurriaans et al. AIDS 2004;22:1607-14.

4 weeks



What about PrEP and diagnosis?

• Delayed seroconversion 

reported in PrEP trials
– Thought due to lower viral loads

Donnell D, et al. AIDS. 2017;31(14):2007–2016. 



May need HIV proviral DNA detection in 

PrEP for diagnosis

• 6 PrEP failure cases recorded out of hundreds of thousands taking 

PrEP

• New York case:

J Acquir Immune Defic Syndr. 2018 June 01; 78(2): e11–e13.



Proposed Australian laboratory diagnosis

• Add ‘Detection of HIV nucleic acid (RNA or proviral DNA)’ to Laboratory 

Definitive Evidence 

– Now class 4 (diagnostic) TGA listed commercial NAATs available for HIV-1 

on plasma or serum

• One test for HIV-1/2 (qualitative)

– No total nucleic acid tests for whole blood ARTG listed 

• GeneXpert HIV qualitative as TGA ‘authorised prescriber’ for neonates

• Revise the 2013 NPAAC requirements for laboratory testing for HIV 

and HCV 

– Modify to allow diagnostic NAAT (RNA or DNA) confirmation



Can we give a faster negative result?
A two immunoassay algorithm to exclude HIV

PathWest data, 2018


